Letter to the Editor
The international standard ISO 15197 describes system accuracy requirements of blood glucose monitoring systems (BGMS). 1 The implementation of a new version of this standard in 2013 aimed to further improve the quality of available systems by setting stricter accuracy criteria. 2 For the integrated Accu-Chek® Mobile blood glucose monitoring system (Roche Diagnostics [Roche Diabetes Care] GmbH, Mannheim, Germany), a test cassette with improved chemistry was developed that can be used with the currently available meters. The system combines the meter, 50 test areas on a tape in a cassette, and an attached lancing device containing 6 lancets in a drum.
This study was conducted to assess conformity of the new test cassettes to system accuracy requirements of ISO 15197:2013.
The study was performed at the Institut für Diabetes-Technologie Forschungs-und Entwicklungsgesellschaft an der Universität Ulm, Ulm, Germany between February and March 2014. The study was performed in compliance with the Good Clinical Practice (GCP) guidelines and approved by the Ethics Committee and the responsible authority.
Meters and test cassettes were provided by the manufacturer; the test cassettes used for the study were not CE-marked. Systems were set and maintained according to the manufacturer's instructions and daily control measurements were performed.
Following procedures of ISO 15197:2013, capillary blood samples of at least 100 subjects with a defined distribution of blood glucose (BG) concentrations were measured with 3 different lots of the test cassettes of the system and a hexokinasebased comparison method (Cobas® 6000 c501; Roche Diagnostics GmbH, Mannheim, Germany). Comparison measurements were performed at Roche Diagnostics GmbH, Mannheim, Germany; as required by the new ISO 15197:2013 the method is traceable to a reference of higher order according to ISO 17511. 3 Data were analyzed at the study site. Differences between results of the BGMS and the comparison measurement were calculated and the number of values within the limits of ISO 15197:2013 was determined. In addition, the relative bias was calculated according to Bland and Altman. 4 At BG concentrations <100 mg/dL (52 values), 100% (lots 1 and 3) and 98.1% (lot 2) of BGMS results fell within ±15 mg/dL of the comparison values. At BG concentrations ≥100 mg/dL (148 values), 99.3% (lots 1 and 3) and 100% (lot 2) of BGMS results were within ±15%. For all BG concentrations (29 mg/dL-497 mg/dL), 99.5% of the results (lots 1, 2, and 3) were within the respective limits (Figure 1 ). Furthermore, 100% of the results were in consensus error grid zones A and B. The relative bias was -4.8% (lot 1), -2.3% (lot 2), and -3.6% (lot 3).
This study confirmed that the system with the evaluated new test cassette chemistry has a high level of accuracy and fulfils the system accuracy requirements of ISO 15197:2013.
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